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THIS APPROVAL SUMMARY SUPERSEDES THE APPROVAL SUMMARY COMPLETED 8/4/00
REVIEW OF PROFESSIONAL LABELING
DIVISION OF LABELING AND PROGRAM SUPPORT
LABELING REVIEW BRANCH

ANDA Number: 75-669 . Date of Submission: June 30, 2000
Applicant's Name: Faulding Pharmaceutical Corporation'

Established Name: Famotidine Injection, 10 mg/mL Preservative Free

APPROVAL SUMMARY (List the package size, strength(s), and date of submlsswn for approval):

Do you have 12 Final Prlnted Labels and Labelmg'7 YES

o Container Labels: FPL submitted in the 6/30/00 amendment is satisfactory for approval.

- Carton Labeling: FPL submitted in the 6/30/00 amendment is satisfactory for approval.

o Package Insert Labeling: FPL submitted in the 6/30/00 amendment is satisfactory for approval

Revisions needed post-approval:
1. CONTAINER

Add “Single-dose” to the principal display panel.

2. INSERT
; : ©a. GENERAL
4 i. Please note that the subsection headings are inconsistent throughout the insert.
Initiaily in the insert, the first letter of each word in the subsection heading is
capitalized however, in the later sections, all the letters of the some of the

subsection headings are capitalized. Revise your subsection heading to be

.consistent throughout the insert and also revise the reference to these subsections
accordingly.

i, Submit combined insert .Iabeling to include labeling for ANDA 75-705.
b. CLINICAL PHARMACOLOGY IN ADULTS (Gas_tric Ulcer)

Delete the comma between “Time to complete” and “relief of daytime and...”
c.  CLINICAL PHARMACOLO'GY IN PEDIATRIC PATIENTS (Pharmacokinetics)

Revise the first sentence of the third paragraph to read “...Bioavailability studies of 8
pediatric patients (11-15 years of age) showed...”

d. INDICATIONS AND USAGE

The first letter of each word in “Disease Diagnosed By Endoscopy” and “Multiple Endocrine
Adenomas” in the fourth and fifth conditions do not need to be capitalized.

e. DOSAGE AND ADMINISTRATION

Replace the parenthesns around “see HOW SUPPLIED" with a hyphen between
“temperature” and “see” in the Iast paragraph.

: BASIS OF APPROVAL.:
* Was this approval based upon a petition? NO '
» Whatis the RLD on the 356(h) form: Pepcid (famotidine) Injection

» NDA Number: . NDA 19-510




* NDA Drug Name: "~ PEPCID INJECTION

« NDA Firm: Merck Research Laboratories
» Date of Approval of NDA Insert and supplement #: -March 18, 1999; S-026

* Has this been verified by the MIS system for the NDA? YES

* Was this approval based upon an OGD labeling guidance? NO

» Basis of Approval for the Container Labels: SIDE BY SIDE

Basis of Approval for the Carton Labeling: SIDE BY SIDE

Other Commenf;s:

FOR THE RECORD:

1. MODEL LABELING: Review based on the labeling of NDA 18-510/S-026, issued Noveinber 1998;
' approved March 18, 1999. ' . . . .

2. INACTIVE INGREDIENTS:  The inactive ingredients listed on the labels and Iabeli.ng are in accord with
the inactive ingredients listed in the application. : '

3. PATENTS/EXCLUSIVITIES: Firm cites Paragraph Il certification for U.S. Patent Number 4,283,408

which expires October 15, 2000. Firms states that there is no exclusivity period for Pepcid Injection.
Firm’s statement is correct, :

4. STORAGE TEMPERATURE RECOMMENDATIONS COMPARISON
e .. NDA - Store PEPCID injection at 2-8°C (36-46°F). If solution freezes, bring to room temperature;
allow sufficient time to solubilize all the -components.
* ANDA - identical to the NDA except for the brand name.
USP- “Preserve in well-closed containers, protected from light.”

3. PACKAGING CONFIGURATION

The innovator markets their product as a single dose 20 mg/2 mL vial in cartons of 10s. Faulding
proposes to market their product in the identical manner.

6. CONTAINER/CLOSURE: See Vol. 1.2, page 403.

7. OUTSIDE FIRMS: none

8. The package insert labeling of ANDA 75-705 includes this application’s product.

Date of Review: November 21, 2000 Date of Submission: June 30, 2000
Primary Reviewer: Koung Lee (}L - Date: t >/2 ( / ’X7
Team Leader: Charlie HG;@ _ ' . Date: / /
: . MV : 1) U a0
cc: 4 7
1.LABELING




. 'REVIEW OF PROFESSIONAL LABELING
“DIVISION OF LABELING AND PROGRAM SUPPORT
LABELING REVIEW BRANCH

ANDA Number: ?5-669 . Date of Submission: February 10, 2000
Applicant's Name: Faulding Pharmaceutical Corporation

Established Name: Famotidine Injection, 10 mg/mL Preservative Free

Labeling Deficiencies: .
1. CONTAINER —2 mL (July 9, 1999 submission)
Upon further review, we have the following comrﬁents.‘ '
a. Your container labels appear to be larger thar1 an aetual siie'.‘ ‘Ple‘aser\ore .tr-'lat'

for computer generated labels to be acceptable as final print, they must be

of ‘actual size, color and clarity. Please assure that these criteria are met
prior to submission of final print.

b. . Revise the net quantity statement to read “2 mL vial” or “2 mL Single-dose
vial” with deletion of “Single Dose Vial” appearing on the bottom of the
principal display panel.

C. Revise the route of administration to read “FOR IV USE ONLY AFTER
' DILUTION.".

d. Include “Discard unused portion.”, if space permits.
2. CARTON-10 x 2 mL (July 9, 1999 submission)
~a. See applicable comments above under CONTAINER.

b. You may revise the net quantity statement to read “10 x 2 mL Single—dose
. vials” with deletion of "Single Dose Vlal" appearing on the bottom”.

C. Revise the route of administration to read “"FOR INTRAVENOUS USE

ONLY AFTER DILUTION.".
d. Include the statement “Discard unused portion”.
3. INSERT — DOSAGE AND ADMINISTRATION
| a. Pathologlcal Hypersecretory Condmons |

Since the text under this subsection is a part of this section, it is not necessary to
make references back to this section. Please revise “(see Dosage and
Administration, Famotidine Injection) to read “(See Stability, Famotldme
Injection)” in two instances as you have ongmal!y proposed

b.. 'Stablllty

Increase the prominence of this subsectron heading to be consrstent with other
subsection headmgs

Please revise your labeling as instructed above and submit draft labeling for a tentative approval or 12
final printed copies of labels and Iabeling for a full approval of this application. If draft labeling is :
provided, please be advised that you will be required to submit 12 final printed copies of all labeling at




least 60 days prior to full approval of this application. In addition, you'should be aware that color and

other factors (print size, prominence, etc.) in final printed labeling could be found unacceptable and that -
further changes might be requested prior to approval.

Prior to approval, it may be necessary to further revise youf labeling subsequent to approved changes

for the reference listed drug. We suggest that you routinely monitor the followmg website for any
approved changes -

http'//www fda. gov/cder/ogdlrld/labeling_review branch.html

.To facilitate review of your next submission, and in accordance with 21 CFR 314 94(a)(B)(iv), please

. provide a side-by-side comparison of yo posed labeling with your Iast submnssuon wnth alI
differences annotated and explained. : :

Robert L. West, M. S\R Ph.
Director

Division of Labeling and Program Support
Office of Generic Drugs

Center for Drug Evaluation and Research




REVIEW OF PROFESSIO"NAL LABELING
DIVISION OF LABELING AND PROGRAM SUPPORT
LABELING REVIEW BRANCH

ANDA Number: 75-669 ‘ Date of Submission: July 9, 1999
Applicant's Name: Fauldirrg Pharmaceutical Corporation

Established Name: Famotidine Injection, 10 mg/mL Preservative Free

Labeling Deficiencies:
INSERT
1. GENERAL -

leferentlate the subsection headings from the section headings and be consistent when
- referring back to the subsections (e.g., For the *Clinical Studies” subsection, reference to

this section shouid be stated as “(see CLINICAL PHARMACOLOGY IN ADULTS Clinical
Studies)”.

v’

2. DESCRIPTION
Revise the molecular weight to read 337.45. ¢
3. CLINICAL PHARMACOLOGY IN ADULTS
a. Gastroesoprrage_al Reflux Disease (GERD)

i. End the first sentence of the first paragraph after the word esophagus Lo
and start new sentence with “Famotidine 20 mg b.i.d. was..

ii. Tables 4 and 5 are incomplete. The p values are not identified correctly. «

iii. Separate the last two sentences from the fourth paragraph to form a new .
paragraph.

b. Pathologic_al Hypersecretory Conditions

Replace “i.e.” with “e.g.”

4, CLINICAL PHARMACOLOGY IN PEDIATRIC PATIENTS
‘a. For patients 1-11 years, the total elearance should read “0.54 + 0.34” in Table 6.
b. Delete “of” in the third paragraph between “...in pediatric patients” and “11-15 .
years of age.. - '
c. Add a superscript “a” to “Effect” in Table 8. -
5. INDICATIONS AND USAGE

Replace ‘fi._e'." with “e.g.” in the fifth.indication.
6. ADVERSE REACTIONS

'Revise the first sentence of the last paragraph to read as “...with Famotidine for Oral
\ Suspension, Famotidine Orally Disintegrating Tablets, Famotrdrne Injection Preservatrve
Free in Plastic Container or Famotidine Injection.”




7. DOSAGE AND ADMINISTRATION
a. Pathological Hypersecretory Conditions
Replace “i.e.” with ‘e.g.”. ,
b. Famotidine Injection

i. Add “ Storage” after “see HOW SUPPLIED" in the first and second -
paragraphs :

ii. Replace the parenthesrs around “see HOW SUPPLIED" with a hyphen
' between “temperature and “see” in the second paragraph

8. HOW SUPPLIED
. Add the subsection heading “Storage” before the last two paragraphs.

Please revise your labeling as instructed above and submit draft package insert labeling for a tentative
approval or 12 final printed copies of labels and labeling for a full approval of this application. If draft
labeling is provided, please be advised that you will be required to submit 12 final printed copies of all

"+ labeling at least 60 days prior to fuil approval of this application. In addition, you should be aware that
color and other factors (print size, prominence, etc.) in final printed labeling could be found unacceptable
and that further changes might be requested prior to approval.

Prior to approval it may be necessary to further revise your labelmg subsequent to approved changes

for the reference listed drug. We suggest that you routinely monltor the following website for any
approved changes - :

http://www.fda.govlcder/ogd/rld/Iabeling_review_branch.html

To facilitate review of your next submission, and in accordance with 21 CFR 314.94(a)(8)(iv), please

provide a side-by-side comparison of your proposed labeling with your Iast submission with all
dlfferences annotated and explarned

Robert L. West, M. S , R.Ph.

Director

Division of Labeling and Program Support
Office of Generic Drugs '
Center for Drug Evaluation and Research
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APPROVAL SUMMARY (List the package size, strength(s), and date of submission for approval):

" Do you have 12 Final Printed Labels and Labeling?
. Container Labels:
. Professional Package Insert Labeling:
Revisions needed post-approval:

BASIS OF APPROVAL.:

e  Was this approval based upon a petition? NO
What is the RLD on the 356(h) form: - Pepcid (famotidine) Injection Premixed
»  NDA Number: NDA 20-249
«  NDA Drug Name;: _PEPCID
. NDA Firm: Merck Research Laboratories
»  Date of Approval of NDA Insert and supplement #; March 18, 1999; S-009
*  Has this been verified by the MIS system for the NDA? YES
«  Was this approval based upon an OGD fabeling guidance? - NO
«  Basis of Approval for the Container Labels: SIDE BY-SIDE
. Basis of Approval for the Carton Labeling: SIDE BY SIDE
Other Comments:

REVIEW OF PROFESSIONAL LABELING CHECK LIST

Differerd rmme than on eccaptance te file irtter?

s Dws procuct s USP em? ¥ so, LSP supplement in wivich verification was stnred, USP 23

15 O name differsnt Can that used In w Orange Book?

¥ 0ot USP, hes e product narme been proposed in tha PF?

Error Prevention Analysis

Has Dw firm propesed a propristary name? ¥ yes, compivie this subsection.

Do you find U name objectonabin? List reasons in FTR, I ee. Consider: Misiaading? Seunds of leoha ke ancther nama? USAN siem present? Prefix or Gufls presert?

Haa the rmyme bee . Lxbelng

7 ¥ oo, what were Uw recommendations? ¥ the name was unecorptable, hes the firm been notfied?

Packaging

1 Dis & nww pachaging conboguntion, never baen approved by an ANDA or NDAT # yes, describe In FTR.

o this package size Goage? ¥ yeru, O Petson Prevention Act mary require 8 CRC.

Dwes the packags proposed have sy calty andier reguiatory cenceme?

¥ 1V product pachaged in syringe, ceuld Bere be scverss patient sutcome I piven by direct IV inectien?

Corfict betwewn Uw DOSAGE AND and mwctions mnd Dw

s Bw strength anier of the product by thw ineert abetng?

% 0w coler of the contaner {Le. the cokor of the cap of a mydriatic ophtrmimic) or cap incorecl?

Individusl cartans required? issues for FTR: imnoveter indivicually cartoned? Light senistve preduct which might require cartening?? Must tm pachkage ineert accomparny the product?

Ave Thove any cther safety concems?

- T
Labeling %

Is the pmme of the drug Unciess in print of Iscking in prominence? (Marme sheutd be B Mot preminert iformation en the tabed).

Has applicant talled to Clearly ciffrvoritete multis preduct strengthe?

- x
s U corporate logo lrger than 10 mbel? (Ne e ASHP
Labeling{contrued)
mm@-uﬁmmnmu,wmnmﬂ;wlmn ‘Yeaming N smd for the NDA)
. X
L] nert InConect se iy i between imbals and lxbelng? Is “Jointly Marufectured by, =, sttement needed?

Falure ts descrite solid oval dosage Sferm identlying merkinps in HOW SUPPLIED?

Has the frm talled to adequately SUpport Competiilty er stabilRy cisims mtuch appear n Bw Inwert iabeling? Note: Chemist rheutd aota me

Scaring. Describe scoring configuration of RLD and appiicart (rage #) In tw FTR

Is the scaring cenfiguration Cifferent than the RLD?

- X
Has the frm talied to desCribe B scoring In the HOW SUPPLIED section? .

inactve FTR: List page § Whare Fmclives are Bsted)




Dows the product contain alcohol? ¥ 5. has the sceuracy of e eiaterent been corfymed?

De arvy of the inactives difier In for Ona route of

Arry adverse efiects arbcinmind frem actives § «. benTys akcoho! in rivorates)?

s there & discrepancy in nectives between DESCRPTION and the cemposition statement?

Hag the term “other INGredienis™ besn used to protect & trade secret? ¥ 50, s Clim sUPPONSdT

Fallure 1o Bat the Fthe et 0.9, Opacade, Cpaspray?

Fallure (o list getain, coloring agents, antemicrebists for captuiet in DESCRIPTION?

Fafvre to i3t dyws in IMprinting iis? (Coloring agents ¢ g, 40N orides reed not be kxwd)

USP wsues: (FTR: Lint

De container et or eucwed USPANDA Too,are the s the Ofierence scceptable?

- Dews USP have inbeling mcommendaliens'? I arvy, does ANDA maet Twm?

s the precuct ligit sensitve? ¥ 30, ls NDAandier ANDA In & Bght resistant contarer?

Faikse of DESTRIPTION ts mmet USP Sohublty ¥so, USP hould be used. However, sndy Include soivernts appearing in Innovator mbeting.

mrues: [Compmre vahuss: neert to study. Livt Cirmx, Yz, T 172 and date study scceptabie)

8 no-eflect? I se, wms & food shudy dorm?

Mas CLBDSCAL OCY o, briefty

PatertfExciunivRy ssuss?: FTR: Chech the Orangs B- of Dw rwet Poland or i Lt
none, please state.

FOR THE RECORD:

1. MODEL LABELING Review based on the labeling of NDA 20- 249/S-009 issued November 1998:
approved March 18, 1999

2. INACTIVE INGREDIENTS: The inactive ingredients Ilsted on the labels and Iabelmg arein accord
with the inactive mgredlents listed in the application.

3. PATENTSIEXCLUSIVITIES Firm cites Paragraph Il certification for U.S. Pateri Number 4,283,408
which expires October 15, 2000. Firms states that there is no exclusivity period for Pepcid
Injection. Firm’s statement is correct.

4. STORAGE TEMPERATURE RECOMMENDATIONS COMPARISON
» NDA - Store PEPCID injection at 2-8°C (36-46°F) If solution freezes, bring to room
temperature, allow sufficient time to solubilize all the components.
* ANDA - |dentical to the NDA except for the brand name.
». USP-“Preserve in well-closed containers, protected from light.”

5. PACKAGING CONFIGURATION

‘The innovator markets their product as a singlé dose 20 mg/2 mL vial in cartons of 10s.
- Fauiding proposes to market their product in the identical manner.

6. CONTAINER/CLOSURE: See Vol. 1.2, page 403.

. 7. OUTSIDE FIRMS: none -

Date of Review: January 4, 2000 . Date of Submission: July 9, 1999

Primary Reviewer: Koung Lee Q'Q—I—“ ' Date: - \/.7/90

Team Leader: Charlie HM : Date: { 4/{

cc.  ANDA: 75-669 ( \T‘ {

DUP/DIVISION FILE
HFD-613/KLee/CHoppes (no

VAFIRMSAM\FAULDING \LTRS&REV\75669.NA1.LABELING
Review




ANDA 75-669

Faulding Pharmaceutical Co.
11 Commerce Drive . AUG 41999
Cranford, New Jersey 07016 :

I”lIIIIIIIIIHIIII”I”HIIIIII

Dear Sir:

We acknowledge the receipt of your abbreviated new drug '
application submitted pursuant to Section 505(3j) of the Federal
Food, Drug and Cosmetic Act.

NAME OF DRUG: Famotidine Injection, 10 mg/mL Preservative Free.
DATE OF APPLICATION: July 9, 1999

DATE (RECEIVED) ACCEPTABLE FOR FILING: July 12, 1999

We will correspond with you further after we have had the
opportunity to review the application.

Please identify any communications concerning this appllcatlon
with the ANDA number shown above.

Should you have questlons concerning this application, contaet:
Kassandra Sherrod

Project Manager
(301) 827-5848

Sincerely yours,

%MM

Robert L. West, M.S., R. Ph
Director
Division of Labeling and Program Support
Office of Generic Drugs
. Center for Drug Evaluation and Research




